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PATENT 
Customer Number 22,852 
Attorney Docket No. 08702.0081 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re Application of: 



Man Sung Co, etaL 

Serial No.: 09/249,011 

Filed: February 12, 1999 

For: HUMANIZED IMMUNOGLOBULIN 

REACTIVE WITH B7-2 MOLECULES 
AND METHODS OF TREATMENT 
THEREWITH 

Assistant Commissioner for Patents 
Washington, DC 20231 



Group Art Unit: 1644 
Examiner: P. Gambel 



CD 



CO 



CO 



Sir: 



MICROORGANISM DEPOSIT DECLARATION UNDER 37 C.F.R. 6 1 .808( 3) 



I, M. Andrea Ryan, do hereby declare and say that: 

1 . Genetics Institute, Inc. is the assignee of the above-identified patent 
application. 

2. On information and belief, the recombinant CHO cell line which produces 
the humanized anti-B7-2 monoclonal antibody was deposited on May 5, 1998 under 
Accession Number CRL-12524 to assure availability of the cell culture to the public. 

3. On information and belief, the A.T.C.C. has acquired the status of 
International Depository Authority within the meaning of the Budapest Treaty on the 
Intemational Recognition of the Deposit of Microorganisms for the Purposes of Patent 
Procedure. 
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4. Said culture Inas been deposited under conditions which ensure that 
access to the culture will be available during the pendency of this patent application to 
one determined by the Commissioner of Patents and Trademarks to be entitled thereto 
under 37 C.F.R. Section 1.14 and 35 U.S.C. Section 1.22. 

5. No later than issuance of a patent on this application, Genetics Institute 
will irrevocably remove any restrictions as to public availability of this culture deposit 
except as permitted by 37 C.F.R. Section 1.808(b), and will replace the culture deposit 
should it become nonviable, during the period that extends thirty years from the date of 
the deposit, or the period of the enforceable life of the patent, or the period of five years 
after the last public request for the deposit, whichever period is longest. 

6. I further declare that all statements made herein of my own knowledge are 
true; that all statements made on information and belief are believed to be true; that 
these statements were made with the knowledge that willful false statements and the 
like so made are punishable by fine or imprisonment, or both, under Section 1001 of 
Title 1 8 of the United States Code; and that such willful false statements may jeopardize 
the validity of the application or any patent issuing thereon, 

^^'^ Name: M. Andrea Ryan ^ — 

Title: Assistant Secretary 
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ATCC 



10801 University Blvd • Manassas. VA 201 10-2209 • Telephone: 703-365-2700 • FAX; 703- 

BUDAPEST TREATY ON THE INTERNATIONAL RECOGNITION OF 
THE DEPOSIT OF MICROORGANISMS FOR THE PURPOSES OF PATENT PROCEDURE 

INTERNATIONAL FORM 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT ISSUED PURSUANT TO RULE 7.3 
AND VIABILITY STATEMENT ISSUED PURSUANT TO RULE 10.2 

To: (Name and Address of Depositor or Attorney) 

Genetics Institute, Inc. 
Arm: Gary Gray, Ph.D. 
87 CambridgePark Dnve 
Cambridge, MA 02140 

Deposited on Belialf of: Genetics Institute, Inc. 

Identification Reference by Depositor: ATCC Designation 

Recombinant CHO GI-2G19-100 CRL-12524 

The deposit was accompanied by; _ a scientific description _ a proposed taxonomic descnption indicated 
above. 

The deposit was received Mav 5. 1998 by this International Depository Authority and has been accepted. 

AT YOUR REQUEST: 2L We will inform you of requests for the strain for 30 years. 

The strain will be made available if a patent office signatory to the Budapest Treaty certifies one's nght to 
receive, or if a U.S. Patent is issued citing the stram, and ATCC is mstructed by the United States Patent & 
Trademark Office or the depositor to release said strain. 

If the culture should die or be destroyed during the effective term of the deposit, it shall be your responsibility to 
replace it with living culture of the same. 

The stram will be mamtamed for a period of at least 30 years from date of deposit, or five years after the most 
recent request for a sample, whichever is longer. The United States and many other countries are signatory to 
the Budapest Treaty. » 

The viability of the culture cited above was tested June 2. 1998 . On that date, the culture was viable. 
International Depository Authority: American Type Culture Collection, Manassas, VA 20110-2209 USA. 
Signature of person having authority to represent ATCC: 



Barbara M. Hailey, Administrator, Patent^J) 



Date: June 24. 1998 
epository 



cc: David E. Brook, Esq. (Ref, Docket GI-5815) 
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AMERICAN TYPE CULTURE COLLECTION 
10801 UniveraltY Boulevard 
Manassas, VA 20110-2209 USA 

Telephone: 703-365-2700 



FACSIMILE 



Date: 



June 2. 1998 



To: 



David Brook 
Hamilton. Brook at al 



City & Country: Lexington. MA 

Fax Number: 1-78V861-9S40 

Total number of pages including this page: One (1) 

From: ATCC Patent Depository 

ATCC Patent Depository Fax Number; 703-365-2745 



Reference: Patent deposit, Dr. Gary Gray, Genetics Institute (Dockat 01-5815). 

. A ATCC CRL 12624 Date of deposit 5-05-98. Paperwork will ba forwarded 
CHO cell line Gi-2G19-100 assigned ATCC CRL-IZbZ'V. uaxe o h 

to you In a few days. 

An invoice will be sent under separate cover as follows: 



One time fee - 30 years 
Informing of Requesters 
Viability tost 

Total due ATCC CRL-12524 
PAID BY CHECK 28792 



$ 600.00 
360.00 
100. 

$1,060.00 

^oeo.Qq 

- 0 - 



Balance due 



Barbara HaUey • AdmlnlsVetor. Patenx/depository 
Tel. 703-365-2719 

" itii^'srsri * ^^^^^^^^ » V- — 
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VIA FSDKPAL EXPRESS 

Ms. Barbara Hailey 

Administrator 

Patent Depository 

American Type Culture Collection 

12301 Parklawn Drive 

Rockville, Maryland 20852 

Re: Check in Payment for Deposit by Dr. Gary Gray on behalf of 
Genetics Institute 

GI-5815. "Humanized Immunoglobulin for B7.2" 



Dear Ms . Hailey: 

Enclosed please find a check in the amount of $1060, which 
includes zhe fee for storage and maintenance under the Budapest 
Treaty ($600) , fee for viability testing ($100) and fee for 
30-year notification of requestors ($360) . This check is in 
payment for a deposit which is being forwarded to you by: 

Dr . Gary S . Gray 
Senior Scientist 
(^enet ics Institute 
87 Cambridge Park Drive 
Cambridge, MA 0 214 0 

Also enclosed please find a copy of the BP/l form signed by 
Dr. Gray. Dr. Gray will forward the deposit with a signed and 
completed deposit form (BP/l) to the ATCC under separate cover. 
The deposit is being made in connection with a new U.S. Patent 
Arplicaticn (corresponding to our Attorney Docket No. GI-5815) . 





Ms, Barbara Hailey 
April 30, 19S8 
Page 2 

The ATCC is authorized to charge any additional fees 
relating to this matter to our account (No. 4762). 

Please forward the notification to David E. Brook at (78 
861-9540. Thank you for your help in ^his matter. 



AGG/ jw 
Enclosure 

cc: Scott A. Brown, Esq. 
Gary S, Gray, Ph.D. 
Ms. Trudy Veldman 
Ms. Judy Barrett 
David E. Brook, Esq. 
Anne J. Collins, Esq 



Very truly yours, 



Ancoinette G. Giugliano 
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Budapest Treaty Deposits 



American Type Culture Collection 

12301 Parklawn C'rive. Rockville, MD 20852 USA, Telephone (301 ) 23 N55 19/5620 Fax (301) 816-4366 

TO DEPOSIT OR TO CONVERT A DEPOSIT TO MEET THE REQUIREMENTS OF BUDAPEST 
TREATY ON THE INTCRNATIONAL RECOGNITION OFTHE DEP<3SIT OF MICROORGANISMS 
FOR THE PURPOSES OF PATENT PROCEDURE 

All questions must be completed. 

1. Name of deposit . (If microorganism, complete scientific name including genus and species and source of material; If virus, 
name and whether or not plant or animal and source including geographic location; if cell line, provide tissue & species, 
geographical source of isolation and any known hazards associated (e.g, HIV, FBV, etc.); if genetic materials, name of 
organism, from which vector, clone or library is derived, source of the C^NA insea identified by species (e.g. human, mouse) or 
:;cientit~ic name and provide name of sene and identity of the host oreartism.} 

Recombipaat CHO (Cbxhese hamster ovary ;" ypA-CH0--D0KX-153 ■ 8) cell line 
' expre ssin g genes tor tne tiuinanxzed ant i- human -ti7-2 (CD86) monoclonal 
. antibody (#ILb7,3 Di). 

2. Strain de:;ignation {i.e., number, symbols, etc). 



Yes 

3. Is this an original deposit under the Budapest Treaty? 



4. Is this a request for a conversion of a deposit already at the ATCC to meet the requirements of the Budapest Treaty? If so, please 
indicate ATCC designation ^2. 

5. Is this deposit a mixture of microorganisms or cells? — 



Provide details necessary to cultivate test for viability and store deposit. If mixture, provide description of components and a 
method tc^ check presence. (If plasmid, provide name of host & antibiotic resistance). Culture cells iji alpha-M EM 

medium containing 2 mM glutamine, -lOZ fetal calf serum, & 0,1 liM methotrexa te . 

Culture cells at 37"C, 7,5% CQ2..- Store ce lls in suitable mammalian cell li ne 

storage medium in liquifj nitrogen. 
Provide sufficient description so that ATCC may confirm deposit properties (e.e., Gram negative rod). CHO cells line 
expressing a human anti-hiiman B7.2 (CD86) monoclopal antibody of IgG2 isotyp e. 

Culture in 



a. If depo:,it is a cell culture, is it being cultured in the presen:e of antibiotics.'^ If so. please list the antibiotics 
O.luM methotrexate. 

b. If deposit is a hybridoma, what is the isotype of antibody produced ? . 

8. Is this strain hazardous to humans? animals? , plant: /; -^^ if yes, what is the recommended biosafety 

level for working with this strain ^^-1 (Ref. Guidelines for Research Involving 

Recc>mbinant DNA Molecules, NIH Guideli nes, January 1996) [www.mh.gov/od/orda/toc.htmi] 

9. Availability: Pnor to issuance of a U.S. Patent, ATCC will only make a culture available as instructed by the depositor 
or relevant patent office Samples must be provided to a specific investigator if a pertinent patent office under the Budapest 
Treaty insiructs ATCC to do so, The following questions must be ans^vered 

a. As of date of deposit or conversion to meet the requirem.ents of the Budapest Treaty, do you wish the depositjnade 
available to anyone who requests a culture? If yes, there are no restnctions on distnbuiion. Yes No 

b. As of date of deposit or conversion to meet the requirements of the Budapest Treaty, do you wish the deposit made 
available to requesters which satisfy Patent Offices in countries not signatory to the Budapest Treaty? 

If 'yes." please state which countries below. Yes No No 

Please note that if you are converting your deposit to meet ;hc requirements of the Budapest Treaty, and your deposit has 
already been released for distribution due to the issuance of a U.S. Patent, you cannot restrict it from further distribution, 

Auer a u.S. Patent issues, and we are so notitied, ATCC makes the culiLre available to anyone who requests it, as allowed 
under U.S. Patent and Trademark Office Rules and Regulations (37 CFR 5 1 .S08 [a][2]). 



Form BP/i Pay; I ul": Rev 



1 0. Da YOU wish ATCC to 'nform yoU of aH requests ^or this strain? Yes y Mo 

1 1 . ATCC will notify vou of YOUr ATCC .nn jfter conf rtnatloM of viability testing is corriDlei^ ,No Charge) 

Name of indivicue) to notify: David Brook, Esq , 

Fa. No. (781) 861-9540 TefephonoM.- (^81) 861-6240 



12. Payment by check, or credit card {MastorCard. VISA or American Eifpi-easl, must accompany the deposit unlgss priar 
afrnngements for billing havg bssn made and aDpcoved. if arrangements have boen made to bill yau -for sen/Ices, please 
indicate pGrjoa v;ho should receive invoice. Also, please include P.O. number. 

A chec^k for $1060 ($600 for 30 ye ars storage; $100 for viability testing; 
"T3bO tor jQ-year nota.ricatiGn or requests) is b^ ing s^ut fruitt Hamilton, 
Credit Card numbQr (indicate MasterCard. VISA, Brook, Smith & Reynolds, ^Ith ciuthurizatic 

□r Amencah Express) Expiration Dgte'to charge additional fees to 
Jif Account No. 4762. 



Type or print the nanne shown on c^ed't card Signature 
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u. 



For ATCC ucs onty: At^th: 



Ha 



ime. address, telephone and facslnnrie number of your ettomey of record. _David E. Srook^Escj;- 

imilfnn, T\rnnk j. 5^mi f h ft ^py nnlf^^. P. C.. Two Militia Dr_,^... Lexington/ R 
n f7R11 Pf^1-f^?4n/f ;:^y f7Rl) afil-.q S 40 (Rgf; Docket or Ca^e No,r.I-58^1 5 ) 



HA 02115 

J 



fVlUST BE COfVlPLETED . Deposited on behalf oit (Venfy wtth your management who gwns the deposit. The owner is 
usually a company or institute, and normally is not an individual-] Genetic Institute r 87 CaJTibridge Park 
DrivF?. C arrihridy e, MA G2140. Deposit is made on behalf of Genetics Ins titute 
in connection with a new application corresponding to our docket no, GI-5815. 
/ (iPfJerstsnti ^nd ^a^^e ih^l J he dmostt way hot be yyftf? ^m^Arn M w ejvr_d v enad sp^dfTetf in nufe S ^l^ ofJt)&Mud3ps$t T/j^atyJ^t 
hsst 30 v e^rs after ffte dote o f deno^it or 6 v^rs ^ fter the d&te of the most r^pmt/BQtwst for the de posit y^hlPh'^^^rJ^.hfl^'^rk 
?nd that if a i;t/Itvr^ ^hQtjlcLdIe_or J^ . wsie^tfvv^ <jl du rftuUbeSfB of the aasmt. ar.th&mno.d of t^me so sD eolfrpd JlismY_rBS0opsfbif}tv 
to fvpface H ^Ith a HvfpQ culture o Ltf w same organ fsm or cpff fn thfi C33e.^ o f viruses , eg// cuftur^^. phsmfds . nm^ryps. sseds. 
ff jsmv rGsi>cPjsM/tY .tr? suDPfy a suffwhMjiUBnHty for j^f'^btrt^on ^o*- t^e period of tlm ejw.Q^'HBd above. 




Typed Name 

Address- 87 Cambridge Park Drive 



CaiTtbridge, KA 02140 



THIS f=ORIVI MUST BE COfVIPLFTED IN ENGLISH 

ADDfiESS SHIPMENTS AMD FORM TO TME ATTENTlONJ OP; Pgterrt D9p<J5ltory 

Amencnn Tyds Culture Collection 
12301 Pjr5(lawri Drrve 
Rockville. MD 20852 U.S. A, 

AU FEES SU&o'ECT TO CHANGH: 

££^: 30 vaarj- storage S800 30 years' notific^ion ^360. Vtabil-lv testing G 100 ta UOO or quorad pnce. depsndsnt uoan necefisan/ rratsnal 
er^d/or equipment. Prcoa^G addition^/ san^oles of ceHs Hybndomas ^500. R9tum z^m^i^ for epo-xivol Of not submitted trozcn or freezs-drisd or The 
rsttufred numbflO $130 A^dfttonal cost9 for return of sampfss outfllde U.S.>fl. STORAGE : CuHmes are (rtofed for 30 years from date of detxia^t cr 
^ve years af;er the last rsauest /or a saTipio. whichever ^ bngsr. as reaui'rsd under the nHes patent o^flcea ^nost countrlos. 

ATCC U5E ONLY: ATCC DESlGNAT10rj__ ^EC'D VJ. RESULT 



Mame of Deposit Strgin Desiflnation _ 



0^5619918/1 




Budapest Treaty Deposits 



American IVpe Culture Collection 

12301 Parklawn Dnve. Rockviltc, MD 20852 USA, Telephone (301) 23 1 -55 1 9/5620 Fax (301) 8 16-4366 

TO DEPOSIT OR TO CONVERT A DEPOSIT TO MEET THE REQUIREMENTS OF BUDAPEST 
TREATY ON THE INTERNATIONAL RECOGNITION OF THE DEPOSIT OF MICROORGANISMS 
FOR THE PURPOSES OF PATENT PROCEDURE 

All questions must be completed. 

1. Name of deposit . (If microorganism, complete scientific name including genus and species and source of material; If virus, 

name and whether or not plant or animal and source including geographic location; if cell line, provide tissue & species, 

geographical source of isolation and any known hazards associated (e.g. HIV, EBV, etc.); if genetic materials, name of 

organism from which vector, clone or library is derived, source of the DNA insen identified by species (e.g. human, mouse) or 

scientific name and provide nanie of eene and identity of the host orearysm.) _ 

RecombiDaat CSO (Chinese hamster ovary; #PA-CtiO-DUKX-i53- 8) cell line 

expressing genes tor ttie tiuinanized anti-human ^7,2 (CD8d) mfliioalonal 

antibody Uui?Z>j Dl). 

2. Strain designation (i.e., number, symbols, etc). 



Yes 

3. Is this an onginal deposit under the Budapest Treaty? 



4. Is this a request for a conversion of a deposit already at the ATCC to meet the requirements of the Budapest Treaty? If so, please 
indicate ATCC designation 52 

5. Is this deposit a mixture of microorganisms or cells? ^^2 



Provide details necessary to cultivate test for viability and store deposit. If mixture, provide description of components and a 
method to check presence. (If plasmid, provide name of host & antibiotic resistance). Culture cells in alpha-M EM 

medium containing glutamine, lOZ fetal calf serum, & 0,1 liM methotrexa te. 

Culture cells at 37"C, 7.5% CO2. - Store cells in suitable mammal Inn cell U tip 

storage medium in liquig nitrogen. 
Provide sufficient description so that ATCC may confirm deposit oropenies (e.s., Gram negative rod). CHO cells line 
expressing a human anti-human B7.2 (CD86) monoclonal antibody ot IgG2 isotype. 



a. If deposit is a cell culnire, is it being cultured in the presence of antibiotics? If so, please list the antibiotics* 
Q.luM methotrexate. 



Culture in 



b. If deposit is a hybridoma, what is the isotype of antibody produced? „. 

Is this strain hazardous to immans? animals? , plants' ^ If yes, what is the recommended biosafety 

level for working with this strain (Ref Guidelines for Research Involving 

Recombinant DNA Molecules, NIH Guidelines, January 1996) [www.nih.gov/od/orda/toc,htm] 

Availability: Pnor to issuance of a U.S. Patent, ATCC will only make a culture available as instructed by the depositor 
or relevant patent office. Samples must be provided to a specific investigator if a pertinent patent office under the Budapest 
Treaty instructs ATCC to do so. The following questions must be answered. 

a. As of date of deposit or conversion to meet the requirements of the Budapest Treaty, do you wish the deposit jnade 
available to anyone who requests a culture? If yes, there are no restrictions on distribution. Yes No 

b. As of date of deposit or conversion to meet the requirements of the Budapest Treaty, do you wish the deposit made 
available to requesters which satisfy Patent Offices in countries not signatory to the Budapest Treaty? 

If "yes." please state which countries below. Yes No No 

Please note that if you are converting your deposit to meet the requirements of the Budapest Treaty, and your deposit has 
already been released for distribution due to the issuance of a U.S. Patent, you cannot restrict it from funher distribution. 

After a U.S. Patent issues, and we are so notified, ATCC makes the culture available to anyone who requests it, as allowed 
under U.S. Patent and Trademark Office Rules and Regulations (37 CFR § 1.808 [a][2]). 



Form BP/ 1 Page I of 2 Rev 




10. 
1 u 



Do you wish ATCC to inform yoU Of a)' uests for this Strain? Yes ^ 



ATCC will notify vou of your ATCC numbor after con firm at ron of viflbilitv testing Is comoteto (No Charqe) 
K3mo of [ndividuel to not.fy: _^Da5dLsL^^.-,£Xi2i2^^ ... 



(781) 861-9540 ^TelephoneNo. HBl) 861-6240 



12. Payment by check, or credit card {MastorCsrd. Vi$A or American Eitpi-essl, tnust accompany the deposit unless prior 
arrangements for billing Kava boon made and approved- If arrangements have baen made to bill you for sen/.ces please 
jndicete person who should receive invoice. Also, please include P.O. number. 

A check for $1060 ($600 for 30 years storage; $100 for viability testing; 
TTbD tor jQ-year notirxcatiion of requests) i;^ b^ing ^^^uL f ront HamllL u iw 
Credit Card numbor (indicate MasterCards VISA, Brook, Smith & Reynolds* P.C* with alUthurizatic 
or American Express) Expiration Date^o charge additional fees to 
^ — - Account No. 4762 > 

Type or print the name shown on cred'l card Signature 



13. 



For ATCC uce only; Auth: 



ROC Jt: 



Name, address, telephone and facsimHe number of vour ettomev of record. David E> Brook, Esc?. 

H a milton^ Hrnnk . ^mifh ft Rpynni rl<; . P . r, . T wo Militia Dr.. LexincTtQn> MA 02115 



?^^^T BE COWPL^D . Deposited on bohalf of: (Venfy with your management who gwns the deposit. The owr.er is 
usually a company or institute, and horrnglly 15 not an individual.! Genetic Institute > 87 Cajtlbridge Park 
Drive. Cambri doR . MA 0 2140. DetJosit is made on behalf of Genetics Ins titute 
in connection with a new application corresponding to our docket no. GI-5815- 

/ ifPi^cr^ncf ^grgg ih&t JiL ejfepqsft W3y hQj b^ym sfl^^Xjn.e^r^^JP efiod smiclfredfn 3 . 1 oLths BudBDmst Treaty faf 
/aayr?Q ye?ry jffgr t^e i^Ote . o Lj epflMt or g ygp/y 0 ltSZj^_<i9X&J^tt^os l^ for th^ Jp^j.;t j ^Ju^^j^^ 

^nd thntifd f:v tvr^jhQ^ldJIfijifJtft , dm^tr9y^i^ ffyrrrm Jt L e l ffe of t h e a a tenL or th^ iy^nad oftfm^ so spf^nHf ^d Jtis mvnsnoirsft/ntv 
f? /?pA3ge tt with a living Quftur^ n lM w . sam orgsnf^m 0' C^l! (f1 the r?.?f t ( lf}d/lis. ^..cs!f cuHur^s. ohsmFds. ^ m^^. ^nrfj^ri. 
fJjsjn^r9S0cns/bWtv to supotv s suffic hJstJiUBnffty for dfstrfbuito ------ ' 



Gary Gray, Ph-D. 



Typed Name 
Address. 




87 Cambridge Park Drive 
Cambridge, MA 02140 




THIS FORM MUST BE COMPLETED IN ENGLISH 

ADDRESS SHIPMENTS AND FORM TO THE ATTENTION OF: Patent Depository 

Ahrtgncan Typfl Culturo ConectiQn 
12301 Pjrlclawrl Drrve 

Rocltville, MD 20852 U.S.A. 

All FEES SUBJECT TO CHANGE: 

;^«a^=»;^^^agfl S6OO 30 years' notifc^loh Viability teirtlng GIOO t. UOO or quotGd oHce. depsnd.nt uoon nec««rv rratarial 

IrJ^^rln^n ImK^^ T'. " ' ^^y^ndoma. * 500. Rotum sample for eOD^vg! (.f not aubm.tted fro«n or frB«..dri«d or th« 

^quired number! $130 Addctronal costa *or return of sar«Dfos outaida U S A. SlQfiAS5£: Cuttmes are «ored for 30 VB^rs from dele o' dePo$H gr 
We years after the last reqaest fot e ggrnplo. whichever ,s longer, as required under the r^ies of patent ofrK:ea in rr,o«t countries. 

ATCC USE ONLY: ATCC DESIGNATION reC D VJ. RESULT 

N;.me of Deposrt Strain Designation 



CcK^ B»/t 7.9*1 h«v. 1/37 



m-i z\m A ees-i 



APR-2e-9S 15:57 FROM:GI F^^^T MANAGEMENT ID = 617 4^HiP3 PAGE 1/3 



Alan Harr;- Ph.D. 

Project Otrct 



GENETICS INSTITUTE 

GENETICS INSTITUTE 

A Subsidiary of American Home Pwducis Corporation Ta^^)^l?)^sot742S 

Telefax m 7) 498-8S63 



S7 Carnhnd^e^'ark Dr 'n/c 



FAX 



FAX 



XO: Antoinette Giuglxano HAMILTON, BROOK, SMITH, REYNOLDS 

781 - - 9540 



FROM: Gary Gray/Genetics Institute 



DATE: 29 April 1998 



Number of pages including title page: 



MESSAGE: 

enclosed please find a FAX from Gary Gray 
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Budapest Treaty Deposits 
~~~ American Type Culture Collection ~ ~~~ 

12301 Parklavkn Dnvc. RcKkville. MD 20852 USA. Telephon: (301) 231-5519/5620 Fax (301) 816^366 

TO DEPOSIT OR TO CONVERT A DEPOSIT TO MEET THE REQUIREME>3TS OF BUDAPEST 
TREATY ON THE INTERNATIONAL RECOGNITION OF THE DEPOSIT OF MICROORGANISMS 
FOR THE PURPOSES OF PATENT PROCEDURE 

All questions must be completed. fs^^^.^ ^ 

1 . Name of deposit . (If microorganism, complexe scientific name including genus and species and source of material: If virus, 
name and whether or not plant or aninnal and source including ^eogra^ic location; if cell line, provide tissue & species, 
geographical source of isolation and any known hazards associatedM^e.g. HIV, EBV, etc.); if genetic niat«riaISt name of 
organism from which vector> clone or library is derived, source of tharDNAinscn identified by species (e.g. human, mouse) or 
scientific name and provide name of gene and idendtv of the host wganism.) 

2. Strain designation (i.e., number, symbols, etc) (^1^ " [OO _ ^ _ _ 



Is this an original deposit under the Budapest Treaty?. 



4. Is this a request for a conversion of a deposit already at the ATCC to meet the requirements of the Budapest Treaty? If so, please 
indicate ATCC designation. — _ 

u o 

5. Is this deposit a mixture of microorganisms or cells? ^— 

6. Provide dciails necessary to cultivate test for viability and store deposit. If mixture, provide description of co^iponents and a 
method to check presence. (If plasmid. provide name of host & antibiotic resistance). <UjJtt>^^-^^-<^ c--. 



7 Provide sufficient description so that ATCC may confirm deposit properties (e.g., Gr^ negative rod). CHO 



a. If deposit is a cell culture, is it bdng cultured in the presence of antibiotics? If so. please list the antibiotics. 



b. If deposit is a hybridoma^ what is the isotype of antibody produced? _ , — , . — . 

Is this strain hazardous to humans? animals? , plants^ . If yes, what is the recommended biosafcty 

level for working with this strain - (Rcf . Guidelines for Research Involving 

Recombinant DNA Molecules, NIH Guidelines, January 1996) twwwjiih.gov/od/orda/toc.htm] 

Availability: Prior to issuance of a U.S. Patent, ATCC will only make a culture available as instructed by the depositor 
or relevant patent office. Samples must be provided to a specific investigator If a pertinent patent office under the Budapest 
Treaty instructs ATCC to do so. The following questions mus-t be answered. 

a. As of date of deposit or conversion to meet the requirements of the Budapest Treat)', do you wish the deposit made 
available to anyone who requests a culture? If yes, there are no restrictions on distribution. Yes No ^ft 

b. As of date of deposit or conversion to naeet the requirements of the Budapest Treaty, do you wish the deposit made 
available to requestor which satisfy Patent Offices in countries not signatory to the Budapest Treaty? 

If '*yes/' please state which countries below. Yes . No ^T" 

Please note that if you are convening your deposit to meet the requirements of the Budapest Treaty, and your deposit has 
already been released for distribution due to the issuance of a U.S. Patent, you cannoi restrict it from funher distribution. 

After a U.S. Patent issues, and we are so notified. ATCC makes the culmre available to anyone who requests it, as allowed 
under U.S. Patent and Trademark Office Rules and Regulations (57 CFR § 1 .80S [a][2]). 
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10. 
11. 

12. 



Do you wish ATCC to inform you of all requests for ihis strain? Yes . 



No. 



ATCC will notify yoa of vour ATCC number after confinnation of viability testing is complete (No Charge). 
Name of Individual to notify: DA^I V b gT IS) <^C> l< gSQ 



Fax No. (^e-Ol - 6CpV- ^SUO Tdephone No. SCol - (p^'iO 



Payment by check, or credit card (MasterCard, VISA or Americaji Express), must accompany the deposit unless prior 
arrangcmoits for billing have been made and approved. If arrangements have been made to bill you for services, please 
indicate person who should receive invoice. Also, please include P.O. number 



Card number (indicate MasterCard, VISA, or American Express) 

No. Expiration Date_ 



Type or print the name shown on credit card 



Signature 



13. 



14. 



ForATCC use only: Auth: 



.ROC#; 



Name, address, telephone and facsimile number of your attorney of record. . 



(Ref: Docket or Case No. 



MUST BE r^^M^T KT£P. Deposited on behalf of: (Verify with your management who owns the deposit. The owner is 
usually a company or institute, and normally is not an individual.) , 



7 undersuind and at^e that the deposit may not b€ wtzhdrawn bv me for a period sp ecified in Rule 9.1 o f the Budapest Treaty (at 
Least 30 years after the dale of deposxt or 5 years after the date of the most recent reque st for the devom. M^h ichever is hneerl and 
that if a culture should or be destroyed diirine the life of the paienu or the uerwd of time so suecifUd. it is my reSuonsibiluy 10 
replace it with a Uvim culture of the same on^ani'im or cell. In the cases of viruses, cell cultures. oUzsmids. embryos, and seeds, it 
is mv responsibility to suDoh a sufficient quantity for distribution for the period oftiTn^ specified above. 



Typed Name Signature Date 
Address ^— 



THIS FORM MUST BE COMPLETED IN ENGLISH 

ADDRESS SHIPMENTS AND TORM TO TOE AFTENTION OF: Patent Depository 

American Type Culture Collection 
12301 Parklawn Drive 
Rockville, MD 20S52 USA 

ALLITEES SUBJECT TO CHANGE: 

FEES: 30 years' storage S600. 30 years' notificaiion $360, Viability testing SI 00 to $400 or quoted price, dependent upon necessary 
material and/or equipment. P*rcparc additional samples of cells or hybridomas $500. Return sample for approval (if not submitted 
froz:ai or freeze-dried or the required number) $1 30. Additional costs for rewm of samples outside USA. STORAGE: Cultures are 
stored for 30 years from date of deposit or five years after the last request for a sample, whichever is longer, as required under the 
rules of patent offices in most countries, 

\TCC USE ONLY: ATCC DESIGNATION RECT> V.T. RESULT 

Name of Deposit Strain Designarion ^ 
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HAMILTON. BllOOK. SMITH 4 REYNOLDS, P.C. 

Two Miliua Drive 
LexiagTon. MA 02421-^702 

FacsimUe: t781) 861-9340 

Telephone; (781)861-6240 



FAX 




Number of 
Please co; 
Comiuen 
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AUTHORISATION UMDER RULE 28(l)(d) EPC 
DEPOSiT OF SIOl-OGICAL MATERIAL 
Rcprcacnteuvcs' Refereacc — ffl-i^^S 



UWey: 



pum>,ndoeP?^rkrhiV-g 



ppT-i9S^A b mlngiciil maierial in accordaacc with the Budapest 



have deposiied with^: ^ 

^er^Torwh^^ipL^^ th. EPO ^ the depo^iuiry 

institution coucemed). 



i^n,^^^, Tonight • 



xo wfcr to the afum«««;oncd deposited bialcgical mterial m Eun^eaix (or ^«n^»°°^l> 
Si osi '«! material being made available to th. public m accoidance with Rule 28 EPC 



patcrii 
The 



Place 



Signarure(s)^: ^ 



Date 



Bruce Lcichcr 
Vice Pre£id«nt - Law 
for Gcncucs Insdmie, Inc. 



1 inici; in full. li*iT^ ^ 3*^"'^ grdtpa.iu^r. Tot ir.di.idoat* .urrw.ic .nouw be s^vcn ilra 
3 In^rtofciV* oiTapplicwit&rpaeem 




AUTHORISATION UNDER RULE 28(1 )(d) EPC 
DEPOSIT OF BIOLOGICAL MATERIAL 
Representatives' Reference GI-5315 



I (We)': 

Genetics Institute. Inc. . 

87 Cambridge Park Dnve 

Cambridge. MA 02140. USA 

have deposited with^: American Tvne Culture Collectio n 

under accession No. CRL-12524 biological matenal m accordance with the Budapest 
Treaty (or, where applicable, the bilateral agreement between the EPO and the depositary 
institution concerned). 



I (We) hereby authorise^^ 

G^rv S. Gray- Abigail Celniker. Bonita Rup. Denise O'Hara. Samuel Go ldman , 

Andrea Knight Trudi Veldman. Beatriz Carreno. Mary Collin, Man Su ng Co and 

MaximiUano Vasquez ^ _ ■ 

to refer to the aforementioned deposited biological material in European (or International) patent 
application Nn/^ GI-5815 and give my (our) unreserved and irrevocable consent to the 
deposited material being made available to the public m accordance with Rule 28 EPC. 



Place 

Signature(s)': 



Date 



Bruce Leicher 

Vice President - Law 

for Genetics Institute, Inc. 



1. Insert m full: name and address of depositor, for individuals surname should be given t1rs' 

2. Insert name of recognised depositary institution. 

3 . Insert name of applicant for patent. 

4. Where number not available insert applicant's/representative's reference number. 

5. Capacity of signatory should be stated. 



